
72

21 CFR Ch. I (4–1–01 Edition)Pt. 7

Pacific Regional Laboratory, NW.: 22201
23d Dr. SE., Bothell, WA 98021–4421.

[65 FR 19832, Apr. 13, 2000]

PART 7—ENFORCEMENT POLICY

Subpart A—General Provisions
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AUTHORITY: 21 U.S.C. 321–393; 42 U.S.C. 241,
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Subpart A—General Provisions

§ 7.1 Scope.
This part governs the practices and

procedures applicable to regulatory en-
forcement actions initiated by the
Food and Drug Administration pursu-
ant to the Federal Food, Drug and Cos-
metic Act (21 U.S.C. 301 et seq.) and
other laws that it administers. This
part also provides guidance for manu-
facturers and distributors to follow
with respect to their voluntary re-

moval or correction of marketed viola-
tive products. This part is promulgated
to clarify and explain the regulatory
practices and procedures of the Food
and Drug Administration, enhance pub-
lic understanding, improve consumer
protection, and assure uniform and
consistent application of practices and
procedures throughout the agency.

[43 FR 26218, June 16, 1978, as amended at 65
FR 56476, Sept. 19, 2000]

§ 7.3 Definitions.
(a) Agency means the Food and Drug

Administration.
(b) Citation or cite means a document

and any attachments thereto that pro-
vide notice to a person against whom
criminal prosecution is contemplated
of the opportunity to present views to
the agency regarding an alleged viola-
tion.

(c) Respondent means a person named
in a notice who presents views con-
cerning an alleged violation either in
person, by designated representative,
or in writing.

(d) Responsible individual includes
those in positions of power or author-
ity to detect, prevent, or correct viola-
tions of the Federal Food, Drug, and
Cosmetic Act.

(e) [Reserved]
(f) Product means an article subject

to the jurisdiction of the Food and
Drug Administration, including any
food, drug, and device intended for
human or animal use, any cosmetic
and biologic intended for human use,
and any item subject to a quarantine
regulation under part 1240 of this chap-
ter. Product does not include an elec-
tronic product that emits radiation
and is subject to parts 1003 and 1004 of
this chapter.

(g) Recall means a firm’s removal or
correction of a marketed product that
the Food and Drug Administration con-
siders to be in violation of the laws it
administers and against which the
agency would initiate legal action, e.g.,
seizure. Recall does not include a mar-
ket withdrawal or a stock recovery.

(h) Correction means repair, modifica-
tion, adjustment, relabeling, destruc-
tion, or inspection (including patient
monitoring) of a product without its
physical removal to some other loca-
tion.
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